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DETAILED ACTION 

Claims 7-16 are pending in application 
Claim Objections 

Claim 7 is objected to because of the following informalities: The claim recites the term 
"alcoxy** which appears to be a typographical error. In all instances, it appears that the term 
"alcox/' should be replaced by the word "alkoxy". Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 7-16 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

The phrase ' 'the growth of an infectious disease", in claim 7, renders the claim indefinite. 
More specifically, it is unclear how the said infectious disease grows or what applicant means by 
the growth of the disease. 

Claim 7 recites the phrase "administering composition said alpha-glycosidically linked 
starch polysaccharide derivative.". However, the phrase renders the claims indefinite, since it is 
unclear to whom or what the composition is being administered. More specifically, it is unclear 
who the recipient is intended to be. Consequently, one of ordinary skill in the art would not be 
reasonably apprised of the scope of the invention. 

Claim Rejections - 35 USC§ 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 
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The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 7-16 are rejected under 35 U.S.C. 1 12, first paragraph, for scope of enablement 
because the specification, while being enabling for the treatment or inhibition of specific 
bacterial Gram-positive and Gram-negative bacterial strains and the inhibition of herpes virus 
replication in GMK cells, it does not reasonably provide enablement for treating infectious 
diseases. 

The instant specification fails to provide information that would allow the skilled artisan 
to fully practice the instant invention without undue experimentation. Attention is directed to In 
re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the court set forth the eight factors to 
consider when assessing if a disclosure would have required undue experimentation. Citing Ex 
parte Forman, 230 USPQ 546 (BdApls 1986) at 547 the court recited eight factors: 
(1) the nature of the invention; (2) the state of the prior art; (3) the relative skill of those in the 
art; (4) the predictability or unpredictabiUty of the art; (5) the breadth of the claims; (6) the 
amoimt of direction or guidance presented; (7) the presence or absence of working examples; and 
(8) the quantity of experimentation necessary. 

The nature of the invention : The instant invention pertains to a method of treating 
infectious diseases comprising providing an alpha-glycosidically linked starch polysaccharide 
derivative represented by a given general formula 1, and administering said starch 
polysaccharide derivative. 

The relative skill of those in the art : The relative skill of those in the art is high. 
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The breadth of the claims : The instant claims are deemed very broad since these claims read on 
treating any infectious disease or condition. 

Regarding the Wands factor (4) the predictability or unpredictability of the art: 

It is noted that the pharmaceutical art is unpredictable, requiring each embodiment to be 
individually assessed for physiological activity. In re Fisher^ All F.2d 833, 166 USPQ 18 
(CCPA 1970) indicates that the more unpredictable an area is, the more specific enablement is 
necessary in order to satisfy the statute. In the instant case, the instant claimed invention is 
highly unpredictable since one skilled in the art would recognize that the recitation encompasses 
all of the numerous infectious diseases, conditions or pathologies, which are known to involve 
several various possible, different, separate and independent pathologies, etiologies, or 
symptoms. For example, some of the numerous infectious diseases include HIV, diarrheal 
diseases, tuberculosis, malaria, measles, pertusssis, tetanus, meningitis, syphiUs, hepatitis B, 
dysentery, epidemic disease, rickettsial disease, cholera and tropical diseases which include 
Chagas disease, dengue fever, lymphatic filariasis, leishmaniasis, leishmaniasis, onchocercasis, 
schistosomiasis and trypanosomisis. The specification provides insufficient guidance with 
regard to these issues and provides no working examples which would provide guidance to one 
skilled in the art and no evidence has been provided which would allow one of skill in the art to 
predict the efficacy of the claimed methods with a reasonable expectation of success. In view of 
the above, one of skill in the art would be forced into undue experimentation to practice the 
claimed invention. 
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Therefore, the skilled artisan would view that the treatment of infectious disease s or 
conditions which includes all the numerous infectious diseases or conditions by administering 
the same particular compound herein, is highly unpredictable. 

In regard to these Wands factors, (6) the amount of direction or guidance presented; (7) 
the presence or absence of working examples; and (8) the quantity of experimentation necessary: 

Moreover, it is noted that the specification merely provides working examples, e.g., a test 
or model to demonstrate the antibacterial activities or inhibition of both Gram-negative and 
Gram-positive bacteria and yeast by a model compound (see example 5, page 12-13). 

Thus, the specification fails to provide clear and convincing evidence in sufficient 
support of the broad treatment of all the numerous infectious diseases, as claimed in the instant 
invention. As a result, it is necessary for one of skill to perform an exhaustive search for the 
embodiments of treating all the infectious diseases recited in the instant claims suitable to 
practice the claimed invention. 

Genentech, 108 F.3d at 1366, states that "a patent is not a himting license. It is not a 
reward for search, but compensation for its successful conclusion" and "[p]atent protection is 
granted in return for an enabling disclosure of an invention, not for vague intimations of general 
ideas that may or may not be workable". 

Therefore, in view of the Wands factors, and/w re Fisher (CCPA 1970) discussed above, 
to practice the claimed invention herein, a person of skill in the art would have to engage in 
undue experimentation, with no assurance of success. 

Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Henry whose telephone number is 571-272-0652. 
The examiner can normally be reached on 8.30am-5pm; Mon-Fri. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Shaojia A. Jiang can be 
reached on 571-272-0627. The fax phone nxmiber for the organization where this appUcation or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published apphcations 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Shaojia Anna Jiang, Ph.D. 
Supervisory Patent Examiner 
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October 10, 2006. 



